ZAMBON SWITZERLAND Ltd.

6814 Cadempino. Syizzera
3AMBOH CBHTIEPAAHT T,
6814 Kaaemnuno, [nciuapus

CONTROL QUALITY LABORATORY

ANALYSIS Ne 040000189158 Date:25.06.2018

JNABOPATOPHA KOHTPOJISI KAYUECTBA  Ne Amanisa 040000189158 Hara: 25.06.20(8

Mfg. date: 06.2018
Harta mirotosnenns: 06.2018

Exp. date: 06.202 ]
Cpok ronnocTu: 06.202]

PRODUCT: MONURAL 3¢ granules for oral solution in sachets No 2
Mpogykr: Molypan 3r rpanyant fuin NPUTOTOBJICHNA PACTBOPA N4 NPHeMa BHYTPL No 2

LOT No.: 358924
Cepna Ne: . 358924

FESTS Iokazarenn
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ANALYSIS CERTIFICATE
AHATUTHYECKHI MACIHIOPT

SPECIFICATIONS CHELM®HIKALM S Results/PesyanraTsl

Appearance

Onucaniie

ldentification

[MoanuuaOCTS
Fosfomyein trometamol
BocdomuiltHa TpOMeTAMONA
Fosfomyein and sucrose
Pochormimina 11 caxapois
Trometamol
Tpometamon

White colour granules with a tangerine smell conforms
gramudes.

Ipanynm Genoro 1sera ¢ sanaxom COOTBCTCTBYET
MaHLapiHa

corr. to standard conforms
COOTBCTCTRYCT CTAHAAPTY COOTBETCTBYCT
corr. to standard conforms
COOTBETCTBYRT CTAHAAPTY COOTBETCTRBYCT
corr. to standard conforms

COOTBCTCTBYET CTAHAAPTY COOTBETCTRYCT

Average weight of a contained sachets 80 g+ 5% 782g
Cpeansas Macca conepiimMoroe nakeTos 8.0 r+ 5%
Hermiticity Showld be tight conforms

Fepmerninoct, Honaen GbiTh repMeTiHLIM

Dissolution tinie
Bpenms pactsopenns

Not more than 60 sec, solution (135 %)
is homogenous and opalescent

He Sonee 60 cex, pactop (15 Ya)
FOMOTCHHBI, ONAJSCUHPYIONUIT

pH of 15% solution in water
pH 15% soarore pactsopa

Water
Bona

Related substances*

[octoponnie npiumecn
Fosfomyein glveolai
POCPOMULNHL MHHTKOAATA
Product of degradation A
[poaykt gerpanaium A
Product of degradation B
Mponywr nerpananin B
Product of degradation €
Mponykr aerpamann C

Microbiological contamination®
MukpoGuonornueckas uncToTa

From 4,0 1o 35,0
O1 4,0 10 5.0

Not more than 0,3%
He Gonee 0,3%

Not more than 1.0%,
He Gosnee 1,0 9%
Not more than 2,0%
He Gonee 2,0%
Not mare than 0,5%
He Gonee (0.5%
Not more than (,5%
He Gonee 0,5%

Corresponds with requirements of

Pharmacopoeia

CooteeTctyeT TpeGoaniaM Mapmakonen

COOTBETCTBYET

conforms

COOTBETCTBYC
conforms
COOTBETCTBYCT
canforms
COOTBETCTBYCT
conforms
COOTBETCTBYET



Assay of Fosfomyein trometamol From 3,35 to 5,91 g/sachet (95-105 % of 5,36 gisuchet

declared content) (95 %)
KonwuecTBeHHOE OnpeaesieHue ot 5,35 o 5,91 r/naker (95-105 % oT 3,346 r/naket
drochomuiHa TpoMeTaMena 3agBTEHHOTO KOJTMUECTRa) (V3 %)

* . The test has not been performed on this batch since it is not routine. The manufacturer guarantees conformity to
this requirement.

* . [Ipit aHamit3e IAHHOM CEPITN YKA32HHbIE TIOKA3ATENH He ONPENSAMICS, TAK KaK 3TO UCTILITAHIIC HE ABAAETCA
pyTHHHEIM, [IPOH3BOMNTENb FAPAHTHPYET KateCTBO NPOAYKTA N0 ITHM NOKAIATEAAM.

THE LOT No. 358924 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPMS Ne . 358924 COOTBETCTBYET BCEM BbIIIEYKA3AHHBLIM CIELUHDPHUKALMAM
(Seal) ZAMBON SWITZERLAND LTD
(Meuatk) 3AMBOH CBHUTLIEPJIAHI JITH.

Manager of Control Quality Department

Jasenyroutti oTaAeI0M KOHTPOIA KavecTna e
ZAMBON SWITZERLAN D/L-tﬁ

praeasp e dene THE QUALIFIED PERSON ™
Dott. Emilianc Sjory
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AEKJAPALIUST O COOTBETCTBUN

JAEKJIAPAHT, IIPUHUMAYOLL{ M1 AEKJAPAITAIO O COOTBETCTBUH

000 "3amborn Papma"

3apezucmpuposano : Meoicpationnas uncnexyun PHC Ne 46 no 2. Mockee OI'PH 1077757775182 om
10.07.2007

Aopec:119002,2. Mockea, Iasosckuii nep., 9.7 Teneghon:8(495) 933-38-30

B nuye:Ienepanvnutii dupexmop Inyxoe B.B,

Hosepennoe nuyo: Ulnsnuuroe P.B,

Hogepenrnocms: Nel56 om 08.01.18

SASIBJISIET, UTO

Aexapemaeennoe cpedemso; Monypan, aparnynet Ons npuzomoenenus pacmeopa 0na npuema eHymps 3 2,
HAaKemuKu MHO20CROTNbIE NAMUNUDOSANHYIE (2), nauKy xapmotnvie, pez Ne IT NO12976/01 om 11.07.2007 ,
cepusn 358924, napmus 18720 ynaxosorx, 200en 00 01.06.2021, npoussodcmea 3ambon Ceumyepnaid JImo,
Lleetiyapus, Bua Hndycmpua 13,CH-6814 Kaodemnuno, Illgeiiyapus, koo OKITJ2 21.20.10.174, xod TH BT
3004200002, xonmparxm Ne 6/u om 01. 05.2012, unsotic Ne 1418000520 om 26.06.2018

COOTBETCTBYET TPEBOBAHUSIM

11 N012976/01-110707 usm, Nel

HAEKJIAPALIUS IIPUHSITA HA OCHOBAHUH

npomoxon ucnbimanuii No 18893 om 10.07.2018 Jabopamopuwiii yenmp 000 "LKK OHIT". ammecmam
axxkpedumayuu POCC RU.0001.21PK735, Cepmudgpuxam POCC CH.®MI11.C70915 om 10.07.2018

JLATA TESVRECSTTINS SERICTA PATIIHL 70,07.2018
j IBYITEJLHA JIO 01.06.2021
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Japbon Phar : ﬁ" IInsnxukos PB.

ITOANHKCE D.H1.0

CBEJIEHHS O PETUCTPAITNU

OPTAH IO CEPTHO®HKALIAHU, 3APETUCTPHPOBABILIMI{ JEKJIAPALIIIO

RA.RU.11®OMII OPIAH ITO CEPTHOHKALIHH ITPONIYKIIHH OBLECTBO C OI'PAHUYEHHOMH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opaanusayuu : 109428, 2. Mockea, I-v11i Basoeckui
npoeso, 9.5, cmp. 1, adpec opzana no cepmuchuxayuu: 129626, 2. Mockea, 1-as Memwyuncxkas, 0. 25, men.
(495) 783-19-08

AEKJIAPAIINSI O COOTBETCTBHH 3APETHCTPHPOBAHA A2 POCC CH. DMI11./719271

Slpomenko M:A.
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